
01/28/2006 1?:08 FAX 292 383 1415 @loo2 

ANIMAL 
, WEALTH 
‘INSTiTUTE Raprasenting manufactuwre; sf animar health products 

January 26,20Q6 

Division of Dockets Malyagcment 
Food and Drug Administration 
5630 Fishers Lane, Room 1,061 (HFA~305) ’ 
Rnckville, MD 20852 

Re: Docket No. 2005W0329 - Designation o%New 
A~hd Drugs for Minor Uses or Minor Species -Proposed Rule 

The ANIMAL HEALTW INSTITUTE [“‘AHI”) submits the attaChed comments on the 
proposed rule to designate certain new animal drugs for minor U;FC=$ in a major species or any use 
in minor species. AHI is a nations9 trade association ~%ztpresentir& m~ufact~r~~ of animal 
health - pharmaceuticals, v,accines and &ed additives used in &lo&m food production and the 
medicines that keep pets h+tby. 

AHI appreciates the FDA’s &?fort:s to facilitate the approval an4 availaL%@ of new 
animal drugs for needed c&ditions in major and minor species that may not, always be 
economically viable fbr coinpanies to pursue. However, Ak$:i believes the proposed rule to be 
complex, and that this complexity will d&a utilizatjon by’sponsors,- For &ampJe, atthougb the 
definition and requirements to design&c a minor species are simple and stiaightforward, there is 
a very significant differel~ce in the standards to designate 3 minor use in a mjor species. As a 
result, under the proposed &quirements, justification of a minor use indication will be difficult 
for well established prod&s; let alone for newer ur unr@st&:reGl moduc.ts far minor use. 

The current proposed ru9e requires economic justification, In r&al&y, many MUMS drugs 
may never be justified on an econ?mic basis. While sponsQrs must m&e a profit to continue to 
provide benefits to the public, there are still ceses wherC the on3y‘ Ymainess case” for a drug 
approval is strictly goodwill, or “just doing the right thing”. 

AH1 is providing moFe specific cqfnments on the r&c along @~~a9 and paragraph 
specit>c remarks in the attghed table* 

Richard A. Camevale 
Enclosure 
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Cummenl Ratianale 

l AHl.re&ognizes that the agency has determined that “small 
numbers’ needs to be de&ad f@r the 7 current major 
species. In masty. belter epidemiologic data lhan elrrrently 
exists would be required to establish any meankigful 
numbers. We would Caution the agency &at setting 
ngmbss that cgs wry Iti will.. be a disincentive for - .- , - 
development. Therefare. our comments are tempered by 
this .position, and we propose, in the spa&ii affectetl 
s0ctkm.s. an alternative aptjmach unlil meaningful data 
~m~6 available. There seems to be a lack of Palastca 
~4th the &den c& a con@ny w&d h&e to ploddiS Par tb8 
agency to designate a mfnor use with that -requir&d for a 
minor species, wPere in the I&@ cass the exp~&@ lo the 
dr+,rg s~~~ff~ on a b&&ass basis could far~ex#%d Ure 
minor use. We rwmtienci that Ihe ~po@atibns for sheep 
and other mtnw $ipacies sho&d be kept in mind and 
considered when numbeis fdc minor use are establ&hed. 

. We faquest lhat the agency conskfef separdian of the 
requirements for campanion animals fmm th& for food 
animals, as t is difliwlt to geoemfize acros6 the’ Iwo 
Galegades. 1 

Addition of the pt~ase. i.e. on an annvaiaed basis, adds CM& to the 
aeon, and causgs it to ~e,G~n~s~n~ with agency fi1~1~3enls on 
Qages 56395 and 56386,-,- -_ 
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UneNv. _ I 
I In response to the agency request for input on ‘sniall number of 

Minor use means the intended use of a drug in a 
najcx species for an in&cat&x 

! animals”, the membership of AH recognizes that there is ~ufrently 
’ not enmfgh a~j~arn~~~af of ot!f@r s&rce data k8 e&&&h realistic 

:ombine oral dosage form with #eed ad&&es fur 
he purposes of “Same Dosage Fo~in” 

a 

E 
P3 
0 
N  

z 
& 

I- Bra I-’ m 

2 



01/26/2006 
17:08 

FAX 202 
393 

1415 
@

loo5 



01/26/2008 
17:09 

FAX 202 
393 

1415 
El007 



01/26/2006 
17:09 

FAX 202 
393 

14X5 

- 
3 - 

. 
.- 

,,._ 

@
JO

06 



Commrnter 

Al4 

At-ii 

AHI 

Al-n 

fecticrn 

516.29 

Fstagrsph 
Ftgurd Table 

C.ime No. 

fat (21 

(4 

Pfopoaed Change 

Change the requirement for 1 year advance 
notification to 30-W days. 

Date: Januaw 26.2006 I Oocumsfti 
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